COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 28.04 2026 N= 3617

UHCTPYKUUA |CCNEOCEATENEHDCTE 0003)

IO MEJUIIMUHCKOMY NTPUMEHEHUIO JTEKAPCTBEHHOTI' O IIPEITAPATA

Menokcupact®

PerucrpauuoHHbIii HOMEp:
Toprosoe HaumeHoBanue npenapara: Menokcudact®

Memyﬂapozmoe HENMMATCHTOBAHHOC€ WJIHN IPYNIIHPOBOYHOC HANMECHOBAHUE: MCIIOKCUKAM

JlekapcTBeHHasi popMma: TabIeTKH, TUCIIEPTUpYEMBbIE B ITOJIOCTH pTa

CocrTasB
JleiicTByOIIIEE BEHIECTBO: MEIIOKCHKAM.

Menokcubact®, 7.5 Mr, TaOIETKH, U COEPrUupyeMbie B TOJOCTH PTA

Kaxxnas Tabierka cogepxut 7,5 MI' MEJIOKCHKaMa.

Bcenomorarensubie BemiectBa: ManHuTonl 35 (Pearlitol 50 C), kpeMHust IHOKCH KOJIJIOMAHBIH,
noBuoH K-30, maunuuron (Pearlitol 200 SD), nesiron03a MUKPOKPUCTAIUTHYECCKAS, KPOCITOBUJIOH,
acriaptam, apoMaTH3aTop alelbCHHOBBIN, MarHUs CTeapar.

Menokcudact®, 15 Mr, TabIeTku, AUCIEpPrupyeMble B ITOJI0CTH PTA

Kaxxnas tabietka conepskut 15 Mr Menokcukama.

Bcmomorarenbhbie BemiectBa: mManHuton 35 (Pearlitol 50 C), kpeMHUS AMOKCH]I KOJUIOMIHBIMN,
noBuoH K-30, manuuron (Pearlitol 200 SD), nesron03a MUKPOKPUCTAIUTHYECKAS, KPOCITOBHU/IOH,
acrapTam, apoMaTHU3aTop arnejbCHHOBBIM, MATrHHUS CTeapar.

Onucanne

MCJ'IOKCI/Id)aCT®, 7,5 mr, Ta6J'IeTKI/I, JUCIICPIrUpYyCMBIC B T10JIOCTH PTa

CBeTI0-KeINThIe KPYIJIBIC IIJIOCKHUE TaOJIETKH CO CKOIIEHHBLIMU KpasdMH, € 3allaxoM allCJibChuHaA.

Menokcubact®, 15 Mr, TabJISTKH, TUCIePrupyeMble B TOJIOCTH PTa

CBeTII0-KeNThIe KPYTJIbIE TUNIOCKUE TAOJIETKU CO CKOIIEHHBIMH KPasiMU M YTITYOJICHHEM T10 IIEHTPY C
00enx CTOpPOH, C 3allaXxoM arelbCruHa.

dapmakoTepaneBTHYeCKasi Tpynna

HpOTI/IBOBOCHaJ'II/ITeJII)Hble n IMPOTUBOPCBMATUUYCCKUEC npenapaTthl; HECTCPONUIHBIC
IMPOTHBOBOCHAJIUTEIIBHBIC U ITPOTHUBOPEBMATUYCCKUEC MTPCTIapaThl; OKCHUKAaMBI.

Kon ATX: MO1ACO06

dapmako0ru4ecKmne cBoiicTea

(DaDMaKO)II/IHaMI/IKa

MenokcukaM — SBIIS€TCS HECTEPOHMIHBIM MPOTHBOBOCHAIMTENbHBIM mpenapatom (HIIBII),



COOTBETCTEYET 2KCNEPTHOMY OTYETY
ot 28.04 2026 N= 3617

OTHOCHTCA K NPOM3BOJHBIM 5HOJOBOM Kkucjiotel W |10kaskiBiet S pothBsUBociaiiiénbnoe,

aHAJIBIETUYECKOE M AHTUIMPETUYECKOE JAelcTBHE. BbIpaXkeHHOE NPOTUBOBOCHAIUTEIBHOE
NeicTBUE MEJIOKCHKAMa YCTAHOBJIEHO HA BCEX CTAHJAPTHBIX MOENAX BocmajeHus. MexaHu3Mm
NEUCTBUS MEJIOKCUKaMa COCTOMT B €ro CIIOCOOHOCTH MHTMOMPOBATH CUHTE3 MPOCTArIaHIUHOB —
U3BECTHBIX MEAUATOPOB BOCHAJICHMUS.

Menokcukam in Vivo narn6upyer cunres I1I° B Mecte BocnasiieHus B OOJbIICH CTENEHH, YeM B
CITU3MCTOM 000I0YKE JKeJTyIKa UITH MOYKaX.

DT pa3nuuusl CBS3aHbI ¢ OoJiee CeNeKTUBHBIM HHTHOMpOBaHUEeM IHKI00oKkcurenassl -2 (L{OI-2), mo
cpaBHeHUI0O ¢ mukiookcureHaszoii-1  (HOI'-1). Cuwmraercs, uyro wuHrubmposanme [[OI'-2
obecrieunBaer TepaneBtuueckuii sddexr HIIBII, Torma kak WHrHOMpOBaHHWE IOCTOSHHO
npucyrcTBytouiero usopepmenta L{OI'-1 MoxkeT ObITh IPUUMHON TOOOYHOTO IEHCTBHSI CO CTOPOHBI
KEITyJIKa U IOYEK.

CenexktuBHOCTH MeJOKcHKaMa B oTHomeHHH L{OI'-2 moaTBepkeHa B pa3IMYHBIX TECT-CHUCTEMaXx,
Kak In Vvitro, Tak u in vivo. CenekTuBHAs CHOCOOHOCTh MeloKcMkama uHruoupoBath [[OI-2
IIOKa3aHa NpPU MCIOJIb30BAHUM B KayeCTBE TECT-CUCTEMBI IEILHON KPOBH YesioBeka IN Vitro.
YCcTaHOBIIEHO, YTO MEIOKCHKaM (B 103ax 7,5 mr u 15 mr) aktuBHee uaruouponan L{OI'-2, oka3biBas
Oonbpliiee MHrUOMpYyIOIIEee BIMSHUE Ha MPOAYKIMIO MpocTarianauHa E2, crtumynupyemyro
JMIonorMcaxapuaoM (peakis, koutpoiupyemas 1[OI-2), yem Ha MpOAyKIHIO TPOMOOKCaHa,
YUYaCTBYIOMIET O B IIPOIECCE CBEPTHIBAHUS KPOBH (peakiius, KoHTpoiupyemas [IOI'-1). Dt apdexTs
3aBUCENM OT BEJIMYMHBI J03bl. B HcclaenoBaHMsSIX ex Vivo IOKa3aHO, 4YTO MEJOKCHKaM B
PEKOMEHIYeMbIX 103aX He BJIMSUI Ha arperanuio TpOMOOIIUTOB U BPpeMsI KPOBOTEUEHHUSI.

B xnmMHMYecKuX mccnenoBaHusAX Mo0ouHbIe A((GEKThl CO CTOPOHBI KETyA0UYHO-KUIIIEYHOTO TPaKTa
(OKKT) B 1enoM BO3HHMKAIM pexe MpU MpUeMe MelloKcukama 7,5 mr u 15 Mmr, 4yem mnpu npueme
npyrux HIIBII, ¢ koTopelMH NpOBOAMIOCH CpaBHEHHE. DTO pPas3jIMyMe B 4YacTOTE MMOOOYHBIX
spdexToB co croponbl XKKT B OCHOBHOM CBSI3aHO € T€M, 4TO IIpU NpUEME MEJIOKCHKaMma pexe
HaOJI0IaIUCh TaKUe SBJICHMS KakK JIUCIIENCHs, PBOTA, TOIIHOTA, abjoMUHabHbIe Oomu. YacToTa
nepdopaunii B BepxHux otaenax KKT, A3B M KpoBOTE€UEHMI, KOTOpBIE CBS3bIBAIUCH C
IIPUMEHEHUEM MeJIOKCMKaMa, Oblla HU3KOU M 3aBHCENa OT BEJIMYMHBI 103bI IIpernapara.

dapMaKOKHMHETHKA

Bcacwviganue

Menokcukam xopomio BcacbiBaercsi u3 JKKT, o uem cBuaerenbcTByeT BbICOKash aOCONOTHas
noctynHoctb (90%) npu mpueme BHYTpb. OJHOBPEMEHHBIM NMpHEM MHUIIM U HEOPraHUYECKHUX
AHTAIMJOB HE U3MEHsET BcachlBaHMe. J[JIsl JIEKapCTBEHHON (OpMBbI TabIETKH, JUCHEprupyeMble B
HIOJIOCTH pTa, cpeHee 3HaueHne Cmax — 1765,0 ur/mi nocie 3anuBanus BoAou u 1664,8 ur/mi 6e3

3alMBaHMs; CpellHee Bpemsi AOCTHIKEHUS Cmax — 3,6 4 mocie 3amuBaHusg Bomoll u 3,7 4 Oe3
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3aIMBaHMKs. (NOCNEOOBATENBHOCTE 0003)

[Ipn wucnonp3oBaHuMM Tmpenapata BHYTPh (B 103ax 7,5 mr um 15 Mr) ero KOHIEHTpAIuu
HPONOPLMOHAILHBI 103aM. PaBHOBECHOE COCTOsHME (haPMAKOKMHETUKU JOCTHIAETCS B TEUEHUE 3—

5 pueit. JImanazoH paznuyuii Mexay MakcuMmaidbHbIME (Cmax) ¥ 0a3ajbHBIMH KOHIICHTPAIUSIMU

mperapara 1mociie ero mprueMa OJIMH pa3 B ICHbh OTHOCUTENILHO HeBeNWK U cocTaisieT 0,4—1,0 Mxr/mu
IIpU UCHONB30BaHuU 10361 7,5 Mr 1 0,8—2,0 MKI/Mi1 py MCHIONIB30BAaHUU 7031 15 MT (TTpHUBEIEHbI
3HaYeHHUs] YKa3aHHBIX TIIOKa3aTellel B PAaBHOBECHOM COCTOSIHMM); HO OTMEYAJIHUCh 3HAaYCHHS,
BBIXOJAINME 3a yKa3aHHbIH nuana3ol. ITocie npuema BHyTph Cmax MeNOKCHKaMa B IJIa3Me KPOBU
B PAaBHOBECHOM COCTOSIHMM JOCTUTaeTcs yepe3 S—6 yacos.

Pacnpeoenenue

MenokcukaM XOpOIIO CBA3BIBa€TCA C OENKaMu IUIa3Mbl, B OCHOBHOM cC ansOymuHoM (99%).
[IpoHuKaeT B CHHOBHAJIbHYIO KUJIKOCTb, B KOTOPOH KOHIIEHTpal|s cocTaBiisieT npumepHo 50% ot
ypoBHS B Iu1azme. OObeM pacipenesieHus Mocjie MHOIOKPAaTHOr'O IpUeéMa BHYTpb MeJloKcukama (B
no3ax ot 7,5 mr 10 15 mr) coctaBusier okosio 16 11, ¢ koadunuentom Bapuaiuu ot 11% o 32%.
buompancgopmayus

MenokcukaM MOYTH TOJHOCTBIO METaboIM3UpYyeTcss B II€UEHH C OOpa3oBaHHUEM YEThIPEX
(hapMaKoJIOrHyeCK! HEAKTUBHBIX MeTa00 M TOB. OCHOBHOM MeTaboIMT — 5'-kapbokcumenokcukam (60%
OT BEJIMYUHBI J03bI), OOpa3yeTrcs WyTeM OKHUCJICHHS MPOMEXKYyTouHOro wmetabomura (5'-
TUAPOKCUMETUIIMETIOKCUKAaMa), KOTOPbIN TakKe dKCKpPETHpPyeTcs, HO B MeHbluel creneHu (9% ot
BEJIMYUHBI J103b). B naHHOM MeTa0onn4YecKkoM NMpeBpallleHuu BaXKHYIO pOJIb UTpaeT U30(hepMEeHT
CYP2(C9, nononnurensHoe 3HaueHue umeet nzopepmenT CYP3A4. B oOpa3oBaHuu IByX Jpyrux
MeTabonuToB (coctaBisomux 16% u 4% oT BenMUMHBI J103bI Tpernapara COOTBETCTBEHHO)
IIPUHUMAET Y4acTHE NEPOKCHa3a, AKTUBHOCTb KOTOPOU BEPOSITHO HHAUBUYaIbHO BapbUPYET.
Dnumunayus

BroiBomuTcs B paBHOW CTENEHU 4Yepe3 KHUIIEYHHK U TOYKAMM, MPEUMYIIECTBEHHO B BHJE
MeTa0oIMTOB. B HEM3MEHEHHOM BU/IE C KaJIOM BBIBOJUTCS MeHee 5% OT BeIMYMHBI CyTOYHOM J03bl,
B MOu€ OOHApy>KMBAETCS TOJIBKO B CJIENOBBIX KonuyecTBax. CpeqHuii mepuoj TMOTYBBIBEICHUS
(T1/2) menokcukama Bappupyetr oT 13 mo 25 uacoB. [ns nmexkapcTBeHHOW (QopMbl TaOJIETKH,

JUCIIEprUpyeMBbIE B TIOJIOCTH PTa, cpeanee 3HaueHue T1/2 coctaBuiio 18,4 4 mociie 3anuBanus BooM

n 18,6 4 Ge3 3anmBaHus. I[lna3MeHHBIH KIMPEHC COCTaBIIET B cpeaHeM 7—12 mi/MuH, mocie
OJTHOKPATHOTO MpHeMa MEJIOKCHKaMa.

q)aDMaKOKI/IHCTI/IKa B 0COOBIX KIMHHUYECKUX cJydasax

Heoocmamounocmo ¢hynxyuu nevenu u/unu nouex
Hu meueHouHass HEMOCTATOYHOCTH JIETKOW CTEIMEHEH TSHKECTH, HU IMOYEYHAss HEIOCTATOYHOCTH

CpeAHel cTeneHell TSDKECTH CYILIECTBEHHOI'O BIMSHUS HAa (PApMaKOKMHETUKY MEJIOKCHKaMa He
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OKa3bIBaeT. [Ipu TepMUHANBHON TOYeuHOM Heno¢TaToundChu yBenmhucimé obbéMa pacnpejieiienns

MOJXKET MPUBECTH K 00Jiee BHICOKUM KOHIICHTPALUSIM CBOOOJIHOI'O MEIOKCHMKaMa, MO3TOMY Y 3THX
MalMEHTOB CYTOYHAs 1032 HE JOJDKHA MPEBBIIATH 7,5 MT.

Toocunvle nayuenmol

[ToxkuITble MAIIMEHTH B MOJIOJBIC TIAIMEHTHI UMEIOT CXOJIHbIC (PapMaKOKHMHETUYECKHUE TTOKA3aTeIIH.
VY NoXWIBIX TAIlMEHTOB CPEIHUM IJIA3MEHHBIH KIHMPEHC B TEPUOJ PaBHOBECHOT'O COCTOSHHUS
(hapMaKOKMHETHKH HEMHOTO HHUXE, YeM Yy MalHMeHTOB 0o0Jiee MOJOIOrO BO3pacTa. Y JKEHINUH
MOXKHJIOTO BoO3pacta OoJbINe TUIOMmAab Moa (apMaKOKMHETUYECKOH KPUBOH «KOHIICHTpAIUS-
Bpems» (AUC) u piuTenbHee Mepruo MOJyBBIBEACHHUS IO CPABHEHHUIO C MOJIOABIMU MallUeHTaMU
000HX I0JIOB.

IMoka3zanus K NpUMeHEHHI0

ITpenapat Menokcugact® nokasan kK IpUMEHEHHIO Y B3POCIBIX M I€Tel B Bozpacte oT 12 1o 18 ner

AJIA CUMIITOMATUYCCKOI0 JICUHCHUA IMPH CICAYIOIINX 3a00JICBaHUAX

OCTE0apTpUT (apTpo3, AereHepaTuBHbIC 3a00JIeBaHUS CYCTaBOB), B TOM 4YHCIIE C OOJEBBIM
KOMITOHEHTOM;

— PEBMAaTOMIHBIN apTPUT;

—  AHKWIO3HUPYIOIIUH CIIOHIAIIUT;

— Jpyrue BOCHAJUTEIbHBIE M JereHepaTUBHbIE 3a00JIEBaHUS KOCTHO-MBIIIEYHONH CHUCTEMBI,
TaKWe KaK apTpONAaTHH, JOpCONaTHH (HampuMep, MIIHAc, OONb BHM3Y CIIUHBI, MJICYEBOU
NEepUapTUT U IPYTHe), CONPOBOXKIAOLIMECS OOTIBIO.

IIporuBonoka3anus

— T'unep4yBCTBUTENBHOCTh K MEJIOKCHKaMy WJIM K JIFOOOMY M3 BCIOMOTAaTENbHBIX BEIECTB,
MIEPEUNCIIEHHBIX B paszene 6.1.;

— TIOJIHOE WJIM HEMOJHOE CoYeTaHWe OpPOHXMAJBHOW acTMbl, PELUIMBHPYIONIETO MOJIUII03a
HOCa M OKOJIOHOCOBBIX Ma3yX, W HEMEPEHOCHMMOCTH AalleTUJICAIHIMUIOBON KHUCIOTHI HIIH
JIPYrUX HECTEPOUIHBIX MPOTHUBOBOCHANUTENbHBIX HpenaparoB (HIIBIT) (B Tom uucie B
aHaMHe3e);

— OPO3UBHO-A3BCHHLIC IIOPAXKCHHA KCIIYJAKAa H I[BeHa,Z[HaTHHepCTHOﬁ KHMIIKKM B CTaauH
O6OCTpeHI/IH HJIM HCAABHO IICPCHCCCHHBIC,

— BOCHAJIMTEIbHBIC 3a00JCBaHUS KHUIICYHUKA — Ooye3Hb KpoHa WM sS3BEHHBIA KOJIUT B
CTaJIuk O0OCTPEHUS;

— TsOKEIad IMCYCHOYHasd HEJOCTAaTOYHOCTD,

— TsDKedash TOoYedHas HEJOCTaTOYHOCTh (€Cau He MPOBOJUTCS TE€MOAMANN3, KIUPEHC
KpeaTuHMHa MeHee 30 MIJI/MHH, a TakKe IMpHU TOATBEPXKICHHOM THIIEpKaINEMHHN),
porpeccupyroliee 3a001eBaHue MOYeK;

— aKTUBHOE JKETyAOYHO-KUILIEYHOE KPOBOTEUECHHE, HEIaBHO IIEPEHECEHHBIE
1epeOpoBacCKyIsIpHbIE KPOBOTEUEHHWS WM yCTAaHOBIICGHHBIM JuarHo3 3aboJjeBaHUi
CBEPTHIBAIOLIEH CUCTEMBI KPOBU;

— JACKOMIICHCUPOBAHHAA cepACdHass HEAOCTATOYHOCTD;
4



COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 28.04 2026 N= 8617

— OEepeMEeHHOCTb; (MOCNEOQOBATENEHOCTE 0003)

— JTaKTaIus;

— Tepamus TEpPUONEPAIMOHHBIX OoNiell Tpu MPOBENEHHH IIYHTUPOBAHUS KOPOHAPHBIX
apTepuii;

— (eHUIIKETOHYpHS, TaK KaK Ipernapar COAepKUT acnapTaM — HCTOYHUK (DeHHIIaTaHNHa;
— JeTckui Bo3pacT a0 12 et u macca tena Mmeree 60 Kr.
C 0CTOPOKHOCTHIO

— 3abonesanus XKT B anamHuese (a3BeHHas Ooye3Hb >Kemyaka W 12-TIepcTHON KHIIKH,
3a00JIeBaHUs TICUCHH ),

— 3acToWHas cepledyHas HEeIOCTATOYHOCTh; MOYEYHAsl HEJOCTaTOUYHOCTh CpPEIHEW CTerneHU
TshKeCTH (KiupeHc kpeatnHuHa 30—60 Mi/MuH);

— HIIEeMHYECKas 00me3Hb cepaua; 1epedpoBacKyJISIPHbIE 3a001eBaHus;
TV CITUATIAIEMUST/ TUTIEPIUITUAEMUST; CAXapHbIN TuadeT;

— CONyTCTBYIOILIAs Tepanus CIEeIYIOIUMU npernapaTamu: nepopagbHbIe
TIFOKOKOPTUKOCTEPOU b, AHTUKOATYJSAHTHl (B TOM 4mHCIE Bap(apuH), aHTHATPETaHTHI,
CENIEeKTUBHBIE WHTHOUTOPHI OOPAaTHOTO 3aXxBaTa CEPOTOHMHA (B TOM YHCIE IUTAJIONpPaM,
(ITyOKCeTHH, IEPOKCETHH, CEPTPAIIIH);

— 3aboneBaHus nepuEepHUUICCKUX apTSPHH;

— TOXKWJIOH BO3PACT;

— gauTenbpHoe ucnoas3oBanue HITBII;

— KYpEHHE;

4acToe ymoTpeOJIeHUE aTKOr 0.
IIpumeHnenune npu 6epeMEHHOCTH M B MIePHO/] TPYAHOT0 BCKAPMJIMBAHUS

>KCHH_II/IHBI C ACTOPOAHBIM IMTOTCHIMAJIOM

MenokcukaM MOXKET MPHUBOJUTH K 3aJepXKKE OBYJISALHMH. B CBS3M ¢ 3TUM, Yy JKCHIIUH, UMEIOIIH X
po0JIeMBbl C 3a4aTHEM M MPOXOSAIIMX 00CIEIOBaHKUE 1O ITOMY ITOBOJY, PEKOMEHIYETCs OTMEHa
mpemnapara.

bepemeHHOCTh

[IpumeHeHune npenapata MPOTHBOIIOKA3aHO BO BpeMsi OEpEMEHHOCTH.

I'pynHoe BckapManBaHue

N3BectHo, yTo HIIBII nmpoHukatoT B rpyJIHOE€ MOJIOKO, TIO3TOMY IIPUMEHEHHUE MpenapaTa B NEPUOJ
TPYAHOTO BCKApMJIMBAHUS TPOTUBOMOKA3aHO.

DepTHILHOCTD

[Ipumenenne mpenapata MOXET BIUATH Ha (PEPTHUIBHOCTH, MOITOMY €ro HE PEKOMEHIYeTCs

Ha3Ha4vaTb KCHIINHAM, INIAHUPYIOIIHUM 6epCMCHHOCTB.
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Cnoco0 npuMeHeHHsI U 103bI (NOCNEOOBATENEHOCTE 0003)

BuyTtpb, HE3aBHCMMO OT MpHeMa MHIIKM, B CyTodyHOHM po3e 7,5-15 wmr. MakcumanbHas
peKoMeHayeMas CyToyHas 103a — 15 mr.
He BoiaBiuBaiite tabnerku uepe3 ¢onbry ynakoku! M3BinexaTs TableTKH, IUCHEPrUpyeMbIe B
MOJIOCTH PTa, HEOOXOJUMO CIIEAYIOIINM 00pa3oM:

1. CornyTh OJHCTEp MO JIMHUU pa3phIBa.

2. BckpbITh OMCTEP, OCTOPOKHO MOTSAHYB 3a Kpail (oJbru.

3. OcTOpoXKHO U3BJIECUb TAOJIETKY.

4. llonoxuTh TaONETKY Ha A3BIK, I/I€ OHA Cpa3y K€ HAYHET pacTBOPSAThCS. JlepkaTh BO PTy B

TEYECHHUE HECKOJIBKUX CEKYHJI 10 IIOJHOI0 PACCACBIBAHUS, MOKHO 3aIIUTh JKUAKOCTBIO.

OcreoapTput
7,5Mr B cyTku. [Ipu HEOOXOTMMOCTH 3Ta 1034 MOXKET OBITh
yBEIMYEHA 0 15 Mr B CyTKH.

PeBMaTOUIHBIN apTpUT

15 mr B cytku. B 3aBucuMocTu oT neuebHoro s dexra 103a MOKeT ObITH CHHUXKEHA 10 7,5 MT B
CYTKH.

AHKHAJIO3UDVIOIMI COOHIUIIUT

15 mr B cytku. B 3aBucuMocTu ot neyebHoro s¢pdekra g03a MOKeT ObITh CHHXKEHA 710 7,5 MI' B
CYTKH.

I[DYI‘I/IG BOCHAJIUMTCIABHBIC H  JCT'CHCPATHMBHBIC 3a007€BaHMs  KOCTHO-MBIIIEUHOM CUCTCMBI,

COMMPOBOXKAAIOIINCCA 00JIBI0

7,515 Mr B cyTKH.

O01IHe PEKOMEH TALIUHU

Tak kKak MOTEHIHAIbHBIA PUCK MOOOYHBIX PEAKIHI 3aBUCUT OT J03bl U MPOJOJDKUT EIbHOCTH
JIeYeHUs, CJIeyeT UCIIOIb30BaTh MUHUMAJILHO BO3MOKHYIO J103Y U JUIMTEIbHOCTh IPUMEHEHUS.

VY ManueHTOB C MOBBIINICHHBIM PUCKOM Pa3BUTHS MOOOYHBIX PEAKIUNA PEKOMEHAYETCS HauMHATh
JICYECHUE C O3Bl 7,5 MI' B CYTKH.

VY nanueHToB C BBIPAKEHHOW MOYEYHON HEAOCTATOYHOCTHIO, HAXOASIIUXCS HAa TEMOJIHUAIIN3E, 1032
npenapara He JOJDKHA MPEBBIATE 7,5 MI' B CyTKH.

Kombunuposannoe npumenenue

He cnenyer npumensaTs npenapar ogHoBpeMeHHO ¢ apyrumu HIIBII.

CymMmapHas cyTO4Hasl 71032 MEJIOKCHKaMa, IPUMEHSEMOro B Pa3IMYHbIX JIEKAPCTBEHHBIX (opmax
(TabyeTku, CBeUH, CyCIeH3UH JIJIS TpUeMa BHYTPb M MHBEKIUH ), HE JOJDKHA MpeBbIaTh 15 mr. Jletu

Jemu om 0 0o 12 nem
I[Ipenapat Menokcudact® nporusonokasas y aereii B Bozpacre ot 0 10 12 ner.

Hemu om 12 0o 18 nem
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Pexomenayemas no3a ais aereii ot 12 no 18 net npu mactE denbi-6bnée"6(ckitddchiaBmer 7,5 mr B

CyTKu. MakcuManibHas cyTouHas 1o3a cocrapiseT 0,25 MI/KT ¥ HE JOJDKHA MPEBbIIIATH |5 MT.
IToGo4HoOe geiicTBHE
Huxe onucansl mnoGounsle 3¢ @dexTsl, CBA3b KOTOPHIX C€ MPUMEHEHHEM MeEJOKCHKama
paclieHuBasiach, Kak BO3MOXKHas.
[ToGounbie 3 deKTh, 3aperucTpUpPOBAHHBIE IPU TOCT-MAPKETHHTOBOM IPHUMEHEHUHU, CBS3b
KOTOPBIX C IPHEMOM TpernapaTa pacieHHBaIach Kak BO3MOXKHAsI, OTMEUEHBI 3HAKOM *.
BHyTpH CHCTEMHO-OPraHHBIX KJIACCOB [0 YacTOT€ BO3HUKHOBEHHsS MOOOYHBIX 3(]dekTon
HCIIONIB3YIOTCS CIIEAYIOIINE KaTEropuu: o4eHb yacto (>1/10); wacto (>1/100, < 1/10); Hewyacro
(>1/1000, <1/100); peaxo (>1/10000, <1/1000); ouerb penko (<1/10000); He ycTaHOBIICHO.
Hapywenus co cmoponul kposu u aumpamuyeckoii cucmemvl
Heuacto — aneMust; peiko — U3MEHEHHs Yucia KJIEeTOK KPOBH, BKIIIOUAsk U3MEHEHHS JICHKOIMTapH Oif
(dbopMmyIbl, JeHKONEeHUs, TPOMOOIIUTOI EHUSI.

Hapywenus co cmoponbl ummynnoii cucmembl
Heuwacto — apyrue peakuuu TUNepuyBCTBUTENBHOCTH HEMEJIEHHOTO TUIa*; HE YCTAaHOBIEHO -
aHapUIAKTUYECKUH 10K *, aHA(UIAKTOUIHBIC PEAKIIHH *,
Hapywenus co cmoponul nepenoti cucmemul
Yacrto — rosoBHas 00J1b; HEYACTO — F'OJIOBOKPYKEHHUE, COHJIMBOCTb.
Hapywenus ncuxuxu
YacTo — U3MEHEHNE HACTPOCHUS *; HE YCTAaHOBJIEHO — CITyTAHHOCTb CO3HAHUA ™, 1€30pUEHTALIUS ™.
Hapywenus co cmoponul opeana ciyxa u 1adupunmuule HapyuieHus
HeuacTo — BepTUTO; peAKO — IIyM B yIIax.
Hapywenus co cmoponul opeana 3penus
Penko — KOHBIOHKTHUBUT*, HAPYIICHHSI 3PEHUS, BKIIFOYasi HEYETKOCTh 3PCHUS .
Hapywenus co cmoponul stceny0oyHo-KuueuHo2o mpaxkma
Yacto — 60ib B KUBOTE, AMCIEINCUSA, IUapesi, TOIIHOTA, PBOTA; HEYACTO — CKPHITOE MM SBHOE
KETYAOYHO-KHIIEYHOE KPOBOTEUCHUE, TaCTPUT®, CTOMATHT, 3aIlOp, B3AYTHE JKUBOTA, OTPBDKKA;
PENKO — TacCTPOAYO/ACHAIBHBIC S3BbI, KOJIUT, 230arut; oueHs penko — nepdoparmus XKKT.
Hapywenus co cmoponul neuenu u sicenuedblgoosuux nymeti
Hedacto — TpaH3uTOpHBIE M3MEHEHUs MoKa3zarened (pyHKUMU medeHH (Hampumep, MOBBILICHUE
AKTUBHOCTHU TPaHCAaMUHA3 WK OMIMPYOUHA); OYEHb PEJIKO — FernaTuT™.
Hapywenus co cmoponul Kodcu u noOKOIMCHbIX mMKaHel
HewacTo — aHrmoorek®, 3yj, KOXHasl ChIllb;, PEAKO — TOKCHYECKHH SIUIepMaIbHBIA HEKPOIU3™,
cuanpoM CtuBeHca-J[>KOHCOHA*, KpamWBHUIA; OYEHb pEAKO — OyJUIe3HBIH JepMaTuT®,
MyJIbTH(OPMHAs spuTeMa’™; He yCTaHOBJIEHO — (DOTOCEH CHOMIIN3ALINAL.

HapyweHus co cmoponsl OblxamenbHol cucmembl, Op2aHos 2pyOHoLl KiemKu u cpedocmenus Penko
7
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— OpoHXHMabHAs acTMa y MAlMEHTOB C ajulepryei K anétaicandiuiosoi! kudidre mim [Jtpyrum

HIIBIL.

Hapywenus co cmoponwl cepoya

Penxo — cepanebuenue.

Hapywenus co cmoponul cocyoos

Hedacto — noBbllIeHNE apTEPHAIBHOTO 1aBJIEHUS, YYBCTBO «IIPHIJIMBA» KPOBH K JIUILY.

Hapywenus co cmoponwvl nouex u mouesvbisooauux nymeti

Heuacto — u3meHeHusi mokasareneil (QyHKIMHU MoYeK (MOBBIMICHHE YPOBHS KpEaTWHWHA W/WUIIH
MOUYEBUHBI B CBIBOPOTKE KPOBH ), HAPYLIECHHSI MOUEUCITyCKaHUs, BKJIIOUAsl OCTPYIO 3a1€PKKY MOUn*;
OYEHb PEAKO — OCTpasi IOYEeYHas HEOCTATOUHOCTh ™.

Hapywenus co cmopoHbl no106vix opeanoé u Moio4HoU dcenesbl

Heuacto — mo3nHsist OByJILUA™; HE YCTaHOBIIEHO — Oecnyioaue Yy >KeHIIUH *.

Obwue paccmpoiicmea

Heuacto — nepudepuueckue oTeku.

CoBMecTHOE MPUMEHEHHE C JIEKAPCTBEHHBIMHU MperapaTaMy, YyTHETAIOIUMH KOCTHBIA MO3T
(HampuMep, METOTPEKCAT), MOJKET CIIPOBOLIMPOBATH IIUTOIICHUIO.

XKenynouHo-kuieyHoe KpOBOTEUEHUE, si3Ba WM nepdopanuss MOI'yT HPUBOJUTH K JIETAIbHOMY
HCXOAY.

Kak u mns npyrux HIIBII He HCKIF09ar0T BO3MOXHOCTB MOSIBJIICHUSI HHTEPCTHIIMAIBLHOT O HepHTa,
TJIOMEepYJIOHEePPHUTA, TOYEIHOT0 METYJUIIPHOI 0 HEKPO3a, HehPOTHUECKOTO CUHIPOMA.
Ilepeno3upoBka

JlaHHBIX O ciy4asXx NEepeJo3UpPOBKH IpernapaTa HAKOIUIGHO HeNO0CTaTouHo. BepositHo, OymyT
IIPUCYTCTBOBATh CHUMIITOMBI, CBOMCTBeHHBbIE IepenosupoBke HIIBII B TskénbIx ciydasx:
COHJIMBOCTb, HApYIIEHUE CO3HAHUS, TOLIHOTA, PBOTA, OOIM B SMUIACTPUHU, KETYIOYHO-KUIIEUHOE
KpOBOTE€UEHHE, OCTpas I104YE€YHas HEAOCTaTOYHOCThb, W3MEHEHHUs apTepuajgbHOro JaBJEHUS,
OCTAaHOBKA JIBIXaHUS, aCUCTOJINS.

Jleuenue: aHTHIOT HEU3BECTEH, IPOBOJUTCSA ITPOMBIBAHUE JKEITyIKA, CUMITOMATHYECKAS TEPAIIHsL.
KonectupaMuH ycKOpsieT BEIBEICHUE MEJIOKCHKaMA.

B3anmogeiicTBue ¢ ApyrMMH JIEKAPCTBEHHBIMH IIpenapaTaMu

Jlpyrue HHrHOUTOPBI CHHTE3A IPOCTArIAHIHHOB, BKJIFOYAS TIFOKOKOPTHKOCTEPOUIBL M CATUIINIATEI

OnHOBpEeMEHHBIH IPUEM C MEJIOKCUKaMOM yBeluuuBaeT puck oopasosanus 138 XKKT u xxenynouno-
KHIIIEYHBIX KPOBOTCUCHHH (BCIIENCTBUE CHHEpPTru3Ma aeicTBusl). OTHOBPEMEHHBIN IPUEM C IPYTUMHU
HIIBII e pekomenxyeTcs.

AHTI/IKOB.FVJIHHTBI JJI IpUEMaA BHYTPB, I'CIIApHUH JJIA CUCTEMHOI'O IITIPUMCHCHU A, TDOM6OJII/ITI/I‘-IGCKI/IC

cpcacTBa
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OIHOBPEMEHHBIN MPUEM C MENTOKCHKAMOM IOBbIIaeT phck pasentis kposbreuécnis. IB0diyuae

OJTHOBPEMEHHOI'O NMPUMEHCHHS HEOOXOIUM TIIATEIbHBI KOHTPOJIb 32 CBEPTHIBAIOIICH CHCTEMOM
KpOBH.

AHTATPOMOOIIUTAPHBIE IPENapaThl, HHTHOUTOPEI 00PATHOrO 3aXBaTa CEPOTOHUHA

OnHOBpEMEHHBIN NIPUEM C MEJIOKCMKaMOM IOBBILIAET PUCK Pa3BUTHUsI KPOBOTEUEHUS BCIIEACTBHE
MHTHOMpOBaHUs TpoMOouuTapHoi pyHKIMHU. B cirydae ogHOBpeMEHHOTr0 MPUMEHEHHS HeoOX0auM
TIIATEJIbHBII KOHTPOJIb 32 CBEPTHIBAIOIIEH CUCTEMON KPOBHU.

HDeHaDaTI)I JINTUA

HIIBII moBeIatOT ypoOBEHb JIMTUS B IIA3ME KPOBH, ITOCPEACTBOM YMEHBUICHHS BBIBEICHUS €O
noukamMu. OTHOBpEMEHHOE TPUMEHEHHNE MEJIOKCHKaMa ¢ IpenapaTaMy JIUTHSI HE PEKOMEHYETCs; B
cilyyae HEOOXOAMMOCTH OJHOBPEMEHHOI'0 NMPUMEHEHUs HEOOXOUM TUIATEIbHbIH KOHTPOJb 3a
KOHILICHTpAaLlMEN JTUTHS B IIJIa3M€ KPOBH B TEUEHHE BCETO Kypca IPUMEHEHHS NIPENnapaToB JIUTHS.
Merorpekcar

HIIBII cHHKaIOT CEKpenrIo METOTPEKCAaTa OYKAMHU, ITOBBIIAs €r0 KOHIIEHT pallMIO B IIJIa3M€E KPOBH.
OnHoBpeMEeHHOE NMpUMEHEHHE MEJOKCHKaMa W MeToTpekcata B jo3e Oosiee 15 Mr B Henemo He
pekomeHnnyercs. B ciaydae oZHOBPEMEHHOIO NMPUMEHEHHs] HEOOXOIUM TINATEIbHBIA KOHTPOJb 32
¢byHkumeil mouek u Qopmynol KpoBU. MeNOKCHKaM MOXET YCHUJIMBAaTh I'€MaTOJIOIHYECKYIO
TOKCUYHOCTb METOTpeKcaTa, OCOOEHHO Yy MAalMeHTOB C HapylieHueM (QyHKuuu mnouek. [lpu
COBMECTHOM IpPHUMEHEHHHU B TeUeHHEe 3-X JTHEH MeJOKCHKamMa M METOTpeKcaTa BO3pacTaeT PUCK
MOBBILIECHUS I€MaTOTOKCUYHOCTHU ITOCIEIHETO.

KOHTD&HCHTI/IBHBIG CpCaACTBa

Panee coobmanoch o cHIKeHHH 3((HEKTUBHOCTH BHYTPUMATOYHBIX KOHTPALICITUBHBIX YCTPOICTB
npu npumenennu HIIBII. Do Habmonenue TpedyeT nanbHEHIIEro moATBEeP K ACHHUS.

[lnyperuku

ITpumenenune HIIBII coBMeCTHO ¢ AMypETUKAMU MOXKET IIPUBOAMTH K 3aE€pKKE HATPHs, KaJIus U
BOJIbI, @ TAKXK€ K CHUKEHUIO HATPUMYPETUUECKOTO I€ICTBUS MOYETOHHBIX CpelACTB. B pesynbraTe
9TOr0 'y MPEIpPACHOIOKEHHBIX ITAlIMEHTOB BO3MOXHO YCHJICHHME IIPU3HAKOB CEPAECUYHOMU
HEJ0CTATOYHOCTHU UJIM APTEPUATIbHON THIIEPTEH3NH.

ITpumenenue HIIBII B cinydyae 00e3BOXKHMBaHUS NAallMEHTa CONPOBOXKAAECTCS PUCKOM Pa3BUTHS
OCTpPOI MTOYEUHOU HEJOCTATOUHOCTH.

AHTUTHTIEPTEH3UBHBIE CcpeacTBa (0eTa-aapeHo0JI0KATODBI, HUHTHOUTOPBI

AHI'MOTCH3MHITPEB PAIIAOIICTO d)eDMeHTa, Ba30JMJIaTaATOPEI, I[I/IVDCTI/IKI/I)

HIIBIT cHmwxaT 5((eKT aHTUTHINEPTEH3UBHBIX TNPENapaToB BCIEACTBUEC HHTHOUPOBAHUS
MPOCTATJIaHAMHOB, 00JIAAIONINX BA30AHJIATHPYIOIIUMH CBONCTBAMH.

AHTaroHMCTHI aHTMOTEH3HH-]] pPEICITOPOB
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IIpu coBmectHoM HasHadenun ¢ HIIBIT ycumuaror chibieintkiyGoukoboit (piubrpaiis, uro

MOJKET MPHUBECTH K PA3BUTUIO OCTPOW MOYEYHOH HEIOCTATOYHOCTH, OCOOEHHO Yy MAIMEHTOB C
HapyluieHneM (QyHKLIUU TOYeK.

Konectupamun

Konectupamun, cesasbiBas menokcukaMm B JKKT, yckopsier ero BelBeeHuUE.

[{MKI0CIOpUH

HIIBII, oka3piBast 1elicTBHE HA MOYEUHBIC TPOCTATIAHMHBI, MOTYT YCHJIMBATh HEYPOTOKCHIHOCTh
LUKIJIOCTIOpUHA; B Cilydyae MpoBefeHus KomOuHupoBaHHOW Tepanuu HIIBII u nukiocnopuHoM
clenyer KOHTPOJIMPOBATh (YHKINIO OYEK.

Ilemerpekcen

IIpy OHOBPEMEHHOM IPUMEHEHUM MEJIOKCMKamMa U MEeMEeTpeKcena y NAalMEHTOB C KIMPEHCOM
KpeaTuHuHa OT 45 10 79 MJI/MHUH IpUeM MeJIOKCUKaMa ClIeyeT MPEeKPaTHTD 3a MATh AHEH 10 Hayaa
IpreMa rneMeTpeKcesia 1 BO3MOKHO BO300OHOBUTH Yepes3 2 AHS [TOoc/ie OKOHYaHUs [TpHeMa Ipernapara.
Ecnu cymectByeT He00OXOAMMOCTh B COBMECTHOM IIPUMEHEHUHU MEJOKCHKaMa M EMETPEeKCcena, TO
NAIMeHThl JOJDKHBI HAXOAWUTHCS TMOJ TIIATETIbHBIM KOHTPOJEM, OCOOEHHO B OTHOIICHHUH
MUEIOCYIIPECCHH M BO3HUKHOBEHHUsI MOOOYHBIX sBieHUU co cropoHbl JKKT. ¥V manueHToB ¢
KIIMPEHCOM KpeaTHHUHA MeHee 45 MJI/MUH IpHEM MEJIOKCHKaMa COBMECTHO C IEMETPEKCEIoM He
PEKOMEHYETCsl.

Mudenpucron

B cBsi3u c TeopeTnyeckuM pHCKOM H3MeHeHHs 3(()EKTUBHOCTH MHQENPUCTOHA IMOJ BIMSIHUEM
uHruouTOpoB cuHTe3a mpocrarnananHoB, HIIBII He cienyeTr HazHauaTh paHee, yeMm yepes 8—12
CYTOK I1OCJI€ OTMEHBI MU(EPUCTOHA.

JlekapcTBeHHBIE npenapatsl, nHrndupyonme nzodhepment CYP2C9 n/wmm nsodpepment CYP3 A4
(MM MeTad OIM3UPYIOIIHECS IPU YIACTHH DTUX N30()EPMEHTOB)

MenokcukaMm MojIBepraeTcsi MeTaboIM3My ITPEUMYIIECTBEHHO B IIEYEHH, OKOJIO 2/3 — 4epe3 CUCTeMY
mutoxpoma P450 (B ocHoBHOM, n3odpepmentoMm CYP2C9 u  nomoaHHTENHHO H30()EepMEHTOM
CYP3A4), okono 1/3 merabonu3upyercs IpYyrdMU CHCTEMaMH, HAPUMEP, MyTeM MEPEKUCHOT O
okuciieHus. [Ipyu mpuMEHEeHHH COBMECTHO C MEJIOKCUKAMOM JIEKapCTBEHHBIX IPENapaToB, KOTOPhIE
0071a1a0T CTOCOOHOCThIO0 MHTHOMPOoBaTh n3ohepmeHT CYP2C9 u/umm nzopepment CYP3 A4 (mmm
METa0OIM3UPYIOTCS TMPH y4acCTUU ISTHX H30(EpPMEHTOB), ClEAyeT NPUHHUMATh BO BHHMAaHHUE
BO3MOXKHOCTh ()apMaKOKHHETUICCKOTO B3aMOJICH CTBUSI.

HCDOD&J’IBH bIC THUITOTJIMKEMHWYCCKHEC ITPCIIapaThl

Henp3ss HCKIIOUNTE BO3MOXKHOCTH B3aI/IMO,Z[eI>'ICTBI/ISI C IepopaJIbHbIMHU THIIOTIIMKEMHUYCCKUMU
JICKApCTBCHHBIMU CPEACTBAMMU.

AH”Tanmael, IMMETUANH, IUTOKCUH, QYPOCEMUT

[Ipy OnHOBpEMEHHOM NPUMEHEHMHM MEIOKCHMKaMa M aHTalMJIOB, LMMETUJIMHA, JUTOKCHHA WIIHU
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pypocemua 3HaYMMBIX (papMaKOKMHETHIECKUX B3anMoadiCrBii BHB AdHo HelOpind.o 0003)

Oco0ble ykazanus

[Tauments! ¢ 3aboxeBanusamu JKKT

[Manuents! ¢ 3abosneBanusvu JKKT B anHamHe3e AOJDKHBI PEryIspHO HaOMIONATHCA y JIeHallero
Bpaua. Ilpu BO3HHKHOBeHMM sA3BeHHOro mnopaxeHus JKKT wmm kenynoyHO-KUILIEYHOIO
KpOBOTEUEHHS MEJIOKCUKaM HE00XO0AUMO OTMEHUTb.

SI3BBI KeNy10YHO-KUIIIEYHOT 0 TpaKTa, mepdoparus Wik KpOBOTEUEHUs MOTYT BO3HUKHYTh B X0JI€
npumenenuss HIIBII B mo6oe BpeMs, Kak NpU HAJMYUU HACTOPAKUBAIOMIMX CHMIITOMOB HIIU
CBEJICHUH O CEPbE3HBIX KEITYJOYHO-KHUIIEYHBIX OCIOKHEHUAX B aHAMHE3€, TaK U IIPH OTCYTCTBUU
3TUX MPU3HAKOB.

ITocnencTBus AaHHBIX OCIOXKHEHUH B 11eJI0M 00j1ee cepbe3Hbl y JIMIL MOXKHIIOr0o BO3pacrTa.

JI1st CHUOKEHUS pUCKa pa3BUTHS HEXKeENAaTeIbHbIX siBlIeHUN co cTopoHsl JKKT cienyer ucrons3oBars
MUHUMAaJIbHYIO 3Q(HEKTUBHYIO 103y MUHUMAJIbHO BO3MOXHBIM KOPOTKUM KYPCOM.

HexenaTenbHbIe peaKIIMM CO CTOPOHBI KOXKHU

[Ipu npuMeHeHnH MeIOoKCHKaMa MOT'yT pa3BUBaTbCsl TAKHE CEPhE3HbIE PEAKIIMU CO CTOPOHBI KOXKH,
KakK 3KC(ONMaTUBHBIN aepMaTuT, cuHApoM CTuBeHca-/[?>KOHCOHA, TOKCHUYECKHUI 3MHaepMaTbHbIA
Hekponu3. [Toatomy crnenyer yaensate ocoboe BHUMaHUE MAllUEHTaM, COOOIIAIONIMM O Pa3BUTUU
HEXENaTeNbHBIX SBJICHUH CO CTOPOHBI KOXHM M CIM3HCTBIX O0OJOYEK, a TaKkKe peakuui
MOBBIIIIEHHON YyBCTBUTEIBLHOCTHU K IIpenapaTy, 0COOCHHO, el MOI00HbIe peakiy HaOI0Jan1ch
B TEUEHHUE TMpEeAbIAYLIIMX KypcoB JieueHHs. Pa3BuThe mMOMOOHBIX peaklHil HaOmonaercs, Kak
IIPaBWJIO, B TEUEHHUE NIEPBOI'0 MECALA JICUEHMUSL.

B ciydae nosiBieHHs NEpBBIX NMPU3HAKOB KOKHOM CHINHM, U3MEHEHUH CIM3HMCTHIX 000JIOYEK WM
JpPYTUX TPU3HAKOB THIEPUYYBCTBUTEIBHOCTH JTOJDKEH paccMaTpUBATBCS BOIPOC O MpPEKpalieHUuu
IPUMEHEHUS MEJIOKCHKaMa.

Puck CECPACYHO-COCYIANCTHIX OCI0XH SHHI

IIpu npueme HIIBII onumcanbsl ciydad TOBBIIICHUS pPUCKA pPa3BUTHS CEPbE3HBIX CEPACYHO-
COCYIAHUCTBIX TpOoMOO30B, HH(apKTa MHOKapAa, MPHUCTyMa CTCHOKApAHMH, BO3MOXHO CO
CMEPTENbHBIM MCXO0J0M. TaKkoil PUCK IMOBBIIIACTCS MPU JUIUTEIHHOM NMPUMEHEHUHU Tperapara, a
TaK)K€ y MAIlMCHTOB C BBHINICYKa3aHHBIMU 3a00JIEBAHUSIMHU B aHAMHE3€ U IPEIPACIIOJIOKEHHBIX K
TaKUM 3a00JICBAaHHSM.

Hapymenue @yHKIMY MOYEK

HIIBII uHruOupyoT B MOYKax CHHTE3 MPOCTArjaHAMHOB, KOTOPbIE YYAacCTBYIOT B MOJAepKaHUH
noueunoil nepdysun. [Ipumenenre HIIBII y manueHToB co CHMKEHHBIM MOYEYHBIM KPOBOTOKOM
WM YMEHBIIEHHBIM 00bEeMOM LUPKYIUPYIOIIEH KPOBH MOXKET MPUBECTH K JEKOMIIEHCAIIUU CKPBITO
npoTekatonieil moueyHoit HemocratoyHocTd. [locne ormenst HIIBII ¢ynkums modek oObIYHO

BOCCTAHABIJIMBAETCS 10 UCXOTHOr0 YpOBHA. B Hanbonbleil cTenenu pucky pa3BUTHS 3TOH peakuu
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HOJBEPIKEHBI: (MOCNEOCQBATENEHOCTE 0003)

—  TOXWIbIE MALIUEHTHI;

— TAalWeHThl, Yy KOTOpbIX OTMedYaeTcs Jerujaparanusi, XpOHHYEcKas  cepjedyHas
HE0CTaTOYHOCTh, LIUPPO3 MEYEHHU, HEe(YPOTUUECKUH CHHIPOM UM OCTpbIe HapyLICHUS
(GYHKIMH MTOYEK;

— TAIHUeHThl, OJHOBPEMEHHO MPUHUMAIOUIME TUYPETHUECKHUE CpPEICTBA, WMHTUOUTOPHI
aHTMOTEH3MH-TIPEBPAILAIONIEro (PepMEHTA, aHTAar OHUCTHI PELENTOPOB aHTHoTeH3uHa Il

— TAIMeHTHl, TEPEeHECIINe CEpbe3HbIe XUPYpPruuecKkue BMENIaTeNbCTBA, KOTOpbIE BEAyT K
TUIIOBOJIEMUH. Y TaKMX MMALIMEHTOB B Hauaje TEPaluu CieyeT TIATeIbHO KOHTPOJIUPOBATh
IUype3 U PYHKIUIO TOYeK.

Jlo Hayasia JieueHust He0OOXOAMMO HCClIe0BaHUE (PYHKIUH MTOYEK.
B cnyuae mpoBeneHHss KOMOMHMPOBAaHHOW TEpamuu CIEAyeT TaKKE€ KOHTPOJUPOBATH (PYHKIUIO
MIOYEK.

IloBBIlIEHNE AKTUBHOCTH IMEUEHOUYHBIX TpaHCAMHHA3

[Ipn ucnonb3oBaHUMM MeJoOKCHMKama (Tak ke, kak u OonpmumHcTBa Apyrux HIIBIT) Bo3moxxHO
AMU30IMYCCKOE TIOBBIIICHUE AKTUBHOCTH TPaHCAMHWHA3 B CBIBOPOTKE KPOBH HJIM JPYTHX
nmokasatenied (pyHKIUU nedeHr. B OOJBIIMHCTBE CIIydaeB 3TO IMOBBINICHHE OBIIIO HEOOJBIIUM W
npexonsmumM. Ecny BeISBICHHbIE H3MEHEHHs CYIIECTBEHHBI WM HE YMEHBIIAIOTCS CO BPEMEHEM
MEJIOKCUKaM CJIeyeT OTMEHUTh, U MPOBOJMTH HAOJIOJCHUE 33 BBISBICHHBIMH JIAOOPATOPHBIMU
W3MECHCHUSMHU.

OcnabieHHbIe WM UCTOIEHHBIE MAIIHEHTEI

OcnabJiieHHBIE UK HCTOLICHHBIC MAaIIUCHTBI MOT'YT XY3KC INCPECHOCUTH HEKCIATCIBHBIC ABJICHUS,
MMO3TOMY TAKHEC MAUCHTBI TOJKHBI TIIATCIIBHO Ha6J'IIO}IaTI)C$I.

MNudexnnonnble 3a00eBaHus

[logo6bno npyrum HIIBII, MenokcukamM MOXET MAacKApPOBaTh CHUMIITOMBI  OCHOBHOTO
WH(DEKIIMOHHOT0 3200IeBaHMUSI.

DepTHIBLHOCTD

Kax cpenctBo, nHruOupymoiiee CUHTE3 IIUKJIOOKCUT€HAa3bl/ MPOCTArIaHINnHA, MEIOKCHKAM MOXET
OKa3bIBaTh BIHUsSHHE Ha (PEPTHUIBHOCTH M MOATOMY HE PEKOMEHIYEeTCsl >KEHIIMHAM, HMMEIOIIUM
TPYAHOCTH C 3a4aTUEM. B CBSI3M € 3TUM Y KEHIIWH, IPOXOAAIIUX 00CIeIOBaHHE IO 3TOMY ITOBOJY,
PEKOMEHIyeTCsl OTMEHa MEJIOKCHKama.

OHHOBDGMGHHOC OPUMCHCHHUEC C TNYPECTHKAMU

[Ipumenenune HIIBII coBMeCTHO ¢ quypeTMKaMu MOXKET MPUBOAUTDH K 3aJ€pKKE HATPUs, KaJIus U
BO/IbI, a TAK)KE K CHUKECHHUIO HATPUMyPETUUECKOr 0 JIEMCTBUS MOYETOHHBIX CpelaCcTB. B pesynbraTe
3TOT0 'y NPEAPACHOJIOKEHHBIX MAlUEHTOB BO3MOXXHO YCUJIEHHE NPU3HAKOB CEPAECYHOMN
HEJ0CTAaTOYHOCTH WJIM apTePHUAbHON THrepTeH3uu. [103ToMy HE0OX0IUM TIATEILHBIN KOHTPOJIh
COCTOSIHUA TaKUX MAallMEHTOB, a TAKXK€ y HUX JOJKHA MOAAEPKUBATHCS aJIeKBAaTHAs TUApaTalus U
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ot 28.04 2026 N= 3617

Arypes. (MOCNEOCBATENEHOCTE 0003)

OI[HOBDGMCHHOG IIPUMCHCHHUEC C AaHTHUKOAr'yJISHTaAMH

B cnyyae 0olHOBpEeMEHHOrO MPUMEHEHUS] aHTUKOATYJIIHTOB JJsl MpUEMa BHYTPb, TUKJIOMUUHA,
rermapuHa JUisi CHCTEMHOI0 MPUMEHEHUsS, TPOMOOIMTUYCCKIX CPEJICTB HEOOXOIUMO TIIATEIILHOE
HaOmroeHue 3a 3((HEKTOM aHTUKOATYJISTHTOB.

OHHOBDCMGHHOG OPpUMCHCHUC C MIpCliapaTaMu JTUTHUA

PCKOMGHI[yeTCSI MOHHUTOPHUPOBATL YPOBHHU JIUTHUA B IICPUOA HA3HAYCHHA MCJIOKCHKaMa, IIpHu
HU3MCHCHHWH OO3EGI MPEIIApaTOB JIUTHUA U UX OTMCHC.

OHHOBDCMGHHBIfI npueM ¢ MCTOTPEKCATOM

B Cliydqa€ OOHOBPCMCHHOI'O IMpue€Ma C METOTPCKCATOM PCKOMCHAYCTCA CTpOFI/Iﬁ KOHTPOJIb 9rCJia
KJICTOK KpPOBH.

Iloueynast HETOCTATOYHOCTh

VY mauueHToB co cnabod WM YMEpPEHHOM MOYE€YHON HEeIOCTAaTOYHOCTHIO (KIMPEHC KpeaTUHWHA
6onee 25 MI/MMH) KOPPEKLIUHU 103bI HE TpeOyeTcsl.

Iluppo3 neueHn

VY nanueHToB ¢ HMPPO30M MedeHH (KOMITEHCHPOBAHHBIM) KOPPEKIIMH 1036l HE TpeOyeTcs.

BcnomorarenbHbie BeliecTBa

Acnapmam

JlaHHBII IeKapCTBEHHBIN MpenapaT COACPKUT 2,7 MI acapTaMa B Kaxaou Tadbnetke 7,5 mr u 5,4 mr
acrapraMa B Kaxjoil Tabnetke 15 mr, uto skBuBasieHTHO 0,36 Mr acmaprama Ha Kaxaelii 1 mr
JEMCTBYIONIEro BeriecTBa. AcmapraMm SIBISIETCS MCTOYHUKOM (heHmnamanuHa. OH MOXET OBITh
BpeneH nanuentaM ¢ penmnketonypueit (PKY) — penkoM reHeTHYeCKOM HapyIIeHUH, P KOTOPOM
HakarummMBaeTcsl (DeHWJIATaHWH W3-32 HECIOCOOHOCTH OpraHu3Ma TMPaBHJIBHO BBIBOJUTH €TO.
OTCYTCTBYIOT JOKJIMHUYECKHE M KIMHUYECKUE JIaHHbIE, IMMO3BOJIAIOUIME OLEHUTh MPUMEHEHUE
acmapraMa y MJiajJieHiieB muaamie 12-HeneapHoro Bo3pacTa.

Biausinue Ha CcHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMH CPeACTBAMH, MeXaHU3MaMHU
CrienuanbHbIX KJIMHUYECKUX HCCIIENOBaHUI BIMSHUS IpernapaTa Ha CHOCOOHOCTh YIPaBIIAThH
TPaHCHOPTHBIMH CpPEACTBAMH W PabOTy € MeXaHH3MaMH He TpoBoauiaoch. [lpu ymnpaBneHuun
TPAHCHOPTHBIMU CpPEACTBAMU M PabOTE ¢ MeXaHM3MaMHU CIEAyeT NPUHUMATh BO BHUMAaHHE
BO3MOXXHOCTb pPa3BUTHSl TOJOBOKPYKEHHUS, COHJIMBOCTH, HApYyLIEHUS 3pEHUS WM JPyrux
HapyIIeHUH CO CTOpPOHBI LEHTpalbHOW HepBHOW cucTteMbl. [lanmuentam crnexyer coOm0aTh
OCTOPOXHOCTH ITPU BOXKJICHUH aBTOMOOWJISI M YIIPABICHUH MEXaHU3MaMH.

®opma BBINIYCKA

Tabnerku, qucneprupyembie B IOJIOCTH pTa, 7,5 mr, 15 mr.

ITo 10 tabnetok B 6smuctepe u3 (ITA/An/TIBX) dosabru // anromuHueBoi (Gobru, TaMUHUPOBAHHOM
[19T/Gymaroi.

ITo 1 unm 2 Gmmcrepa ¢ MHCTPYKITUEH MO MPUMEHEHHUIO B TTAYKy KaPTOHHYIO.

Ycaosus XxpaHeHus
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COOTEBETCTEBYET 3KCNEPTHOMY OTUYETY
ot 28.04 2026 N= 8617
|F| 1

ITpu Temneparype He Boiiie 25 °C. (MOCNEOCQBATENEHOCTE 0003)

XpaHUTh B HEIOCTYITHOM JJIs1 IeTel MecTe!

CpoK roaHocTu

2 roxa.

He npumeHsTh 110 UCTEUEHUH CPOKA TOJJHOCTH.

YcaoBus oTnycka

OTmycKaroT 1o penenry.

Baapesnen perucTpanMoOHHOIO yA0CTOBEPEeHUs!

AO «MengunTOpH)

127030, r. Mocksa, yi. CyméBckas, 1. 19, ctp. 5, mom. I, odpuc 206, Poccuiickas @enepammsi.
Tenedon: +7 (495) 921-25-15

Anpec aekTpoHHOM mouThl: pharma@medintorg.ru

IIpousBoaurenn

Artena [par eausepu Comomn3 [1BT. JITH., Unaus

Athena Drug Delivery Solutions Pvt. Ltd., India

Plot No. A-1 to A-5, MIDC, Chemical Zone, Ambernath (W), Thane 421501, Maharashtra State,
India.

Opranusanus, NPMHAMAIOLIAs NPETEH3HH MOTpeduTe N e:

AO «MenunTopr», Poccus

123103, r. Mocksa, np. Mapmana XXykosa, 1. 74, x.2.

Tei.: +7 (495) 921-25-15

Anpec aekTpoHHOM mouThl: pharma@medintorg.ru
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